The inaugural meeting of the newly constituted I S 0 Technical Committee 212 (ISO/TC 212) on Clinical laboratory testing and in vitrQ diagnostic test systems took place in Philadelphia, PA, USA on 31 May through 2 June 1995. The secretariat of the new technical committee was assigned by IS0 to the American National Standards Institute (ANSI). NCCLS has been delegated responsibility for administering the secretariat. Committee membership includes 20 Participating Member Countries and 12 Observer members. The committee has recommended a structure composed of three working groups: Quality Management in he Clinical Laboratory, Reference Systems and J~I vitrQ diagnostic products. A tentative programme of work includes 11 work proposals for approval by the Participating Member Countries. The scope of committee activity and the specific items included in the work programme will be discussed.
Standardization has been an important activity for many centuries. History records many early steps to standardize language, units of measure, currency and other items necessary for communication, trade and the development of an orderly society. The development of laboratory medicine has depended upon the availability of standardized materials for the preparation of reagents, the publication of standard methods and procedures, the acceptance of standard characteristics to define bacteria and tissue cells, the acceptance of standard nomenclature to report laboratory findings and numerous other criteria and systems to help assure the usefulness of laboratory data.
Modern standardization can be considered to exist at three very broad levels: 0 Technical (materials and methods) Professional (qualifications and evaluations) 0 Regulatory (local, national and regional government requirements)
Technical standardization is necessary to obtain similar or comparable results when testing a given specimen. Such standardization goes beyond establishing methods and procedures to include the designation of reference materials and definitive methods for comparison purposes.
Professional standardization includes the designation of professional qualifications and peer group evaluation and accreditation programs.
Regulatory standards may apply to manufacturers of test systems and materials or to testing laboratories and personnel. They may address factors such as performance, safety, or evaluation methodology.
International standardization is intended to promote comparability and interchangeability of test methods, or to enhance the quality of testing, or to contribute to the safety of users of laboratory instruments and test systems or to reduce trade barriers.
The International Organization for Standardization @SO) is a non-treaty organization that functions to develop standards that can be adopted in every country of the world. The outcome of the meeting was a series of resolutions, approved by the majority of those present on a one vote per country basis. The various recommendations require approval either by the IS0
Technical Management Board or, in the case of the new work (project) proposals, by a majority of the "P"members of TC212.
The scope statement recommended to the IS0 Technical Management Board is:
" Standardization and guidance in the field of laboratory medicine and in vitro diagnostic test systems. This includes, for example, quality management, pre-and post-analytical procedures, analytical performance, laboratory safety, reference systems, external quality assurance, accreditation, and ethics."
The structure of the technical committee was discussed in depth, as was the list of new work items. The resulting recommendation includes three working groups with eleven (11) new work items distributed among them. Recommendations for validation of user quality control 0 Symbols used in labeling of in vitro diagnostic products goals for laboratory methodologies systems for use in diabetes management A proposal for each work item has been circulated to the "P"members of ISO/TC 212 for their vote. Those obtaining the approval of the majority will have appropriate committees appointed in order to begin the project.
Working Group 1 -Quality Management in the Clinical Laboratory
The vast amount of work already done and published in many of the new work areas was recognized. In order to take advantage of such information and to avoid duplication with ongoing activities, a number of liaison relationships were recommended. As is the case in many international activities, provision exists to adopt or endorse acceptable work performed by other agencies or expert groups. approval under CEN lead, according to the provisions of subclause 5.2of the Vienna Agreement on technical cooperation between I S 0 and CEN. In order to implement such cooperation, ISO/TC 212 will appoint experts to CEN/TC 140 and its working groups.
In response to an invitation from the German delegation, the next meeting of ISO/TC 212 will be held in Berlin from June 12 through June 14, 1996. At that meeting preliminary reports on the approved work items (projects) will be reviewed, and the process will begin to gain recognition of the technical committee as an effective agent in the worldwide effort to provide efficient and useful clinical laboratory services.
